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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/G BOO/00428 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7))\ 
Description, pages: 

1-31 as originally filed 

Claims, No.: 

■1^5 as received on 06/03/2001 with letter of 05/03/2001 

Drawings, sheets: 

1 n-in as originally filed 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

H the claims, Nos.: 16 
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□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-8,10-14 




No: 


Claims 


9,15 


Inventive step (IS) 


Yes: 


Claims 


1-8 




No: 


Claims 


9-15 


Industrial applicability (IA) 


Yes: 


Claims 


1-15 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

VEI. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

VIII- Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
see separate sheet 
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Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1) Reference is made to the following documents: 

D1: WO 96 18911 A (CONSEIL INTERPROFESSIONNEL DU; 
VERCAUTEREN JOSEPH (FR); FORVEILLE) 20 June 1996 (1996-06-20) 

D2: COOKE R J: 'Gel electrophoresis for the identification of plant 
varieties' JOURNAL OF CHROMATOGRAPHY A.NL.ELSEVIER SCIENCE, 
vol. 698, no. 1 , 28 April 1995 (1995-04-28), pages 281-299, XP004022963 
ISSN: 0021-9673 



2) Notwithstanding the clarity objections raised against Claim 1 in Section 
VIII below, the following observations are based on the claims read in the light 
of the description. 

Without the objections VIII 1a) and 1b), Claim 1 would have been novel (Art 
33(2)PCT) and inventive (Art 33(3) PCT) relative to the prior art disclosed in D1 
and D2. 

D1 can be considered to represent the closest prior art. 
It discloses: 

a) a process of providing a standard specification (see e.g. p.3, lines19-24, and 
p. 9, line 23-p.10, line 4, disclosing the establishment of a collection of reference 
samples) for a medicinal plant material (see e.g. p. 9, line 12 and Claim 10, 
mentioning medicinal plants), 

the process comprising: 

b) preparing (see e.g. ex. 1 and corresponding Figures 6 and 7 disclosing 
sample preparation and subsequent discrimination of different plants) a test 
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extract of a sample of said plant material which is known to possess the property 
desired for the standard, submitting the test solution or test extract to NMR 
spectroscopy and recording a spectrum (see e.g. Claim 1 and Fig 1), 

c) submitting data obtained from the NMR spectrum to a multivariate analysis 
(e.g. p. 16, line 23-p.18, line 3) to generate one or more points on a score plot 
(see e.g. Fig. 6), 

d) obtaining results from the multivariate analysis, and defining a standard 
specification for the said plant material on the basis of these results (acc. to Fig. 
6 and 7, different species can be clearly separated). 

The subject-matter of Claim 1 differs from the disclosure of D1 , in that it has the 
additional feature of one or more biological profiling techniques, which provide 
a quantifiable measure of the biological effect of the plant and which include a 
proteomics analysis. 

The problem to be solved by this additional feature, is the determination of the 
relationship between plant compounds and their biological effect . 

None of the documents cited in the International Search Report discloses or 
suggests the determination of this relationship. Therefore, Claim 1 is novel 
(Art.33(2)PCT) and inventive (Art.33(3) PCT). 

3) Similarly, dependent Claims 2-8, relating to specific embodiments of the 
process of Claim 1 , would also have satisfied the requirements of Art. 33(2) and 
(3) PCT. 

4) Notwithstanding the clarity objections raised against Claim 9 in Section 
VIII below, the following observations are based on the claims read in the light 
of the description. 

The present application does not satisfy Rule 33(2)PCT, because the subject- 
matter of independent Claim 9 and that of Claim 15 is not novel. 
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D1 discloses: 

a) a process of providing a standard specification (see e.g. p.3, lines19-24, and 
p. 9, line 23-p.10, line 4, disclosing the establishment of a collection of reference 
samples) for a medicinal plant material (see e.g. p. 9, line 12 and Claim 10, 
mentioning medicinal plants), 

the process comprising: 

b) preparing (see e.g. ex. 1 and corresponding Figures 6 and 7 disclosing 
sample preparation and subsequent discrimination of different plants) a test 
extract of a sample of said plant material which is known to possess the property 
desired for the standard, submitting the test solution or test extract to NMR 
spectroscopy and recording a spectrum (see e.g. Claim 1 and Fig 1), 

c) submitting data obtained from the NMR spectrum to a multivariate analysis 
(e.g. p. 16, line 23-p.18, line 3) to generate one or more points on a score plot 
(see e.g. Fig. 6), 

d) defining a region of acceptability around said points as at least a standard 
specification for said plant material (acc. to Fig. 6 and 7, different species can 
be clearly separated; a region or sphere of acceptability is defined by the 
clusters in the figures). 

The feature of reflecting the totality of compounds in the plant material which 
respond to the NMR technique being used, is implicitly present in all NMR 
spectroscopic techniques. 

Thus, Claim 9 is not novel. 

Likewise, D1 discloses: 

a method of comparing samples with a standard corresponding to a specific 
species (see e.g. Claim 14). Normally the provenance of such a species is 
known. 

Therefore Claim 15 in combination with Claim 9 is not novel. 

6) Moreover, if the objection against the clarity of Claim 9 had been 
overcome, the present application would not have satisfied Rule 33(3) PCT, 
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because the subject-matter of Claims 10-14 does not involve an inventive step. 
Claim 10: 

Performing a multivariate analysis using an unsupervised methodology is 
standard in processes of the type disclosed in D1 . 

Claim 1 1 : 

A person skilled in the art would contemplate establishing a standard 
specification for a mixture of several plants, as long as the plants can be clearly 
discriminated in the determined spectra. 

Claims 12 -14: 

The additional features of Claim 12 to 14 appear to be standard in a process of 
the type disclosed in D1 or D2. 



Re Item VII 

Certain defects in the international application 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in documents D1 and D2, is not mentioned in the description, nor are 
these documents identified therein. 



Re Item VIII 

Certain observations on the international application 

1) The present application does not "satisfy Article 6 PCT, because the 
subject-matter of independent Claim 1 is not sufficiently clear. 
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a) It is unclear how a quantifiable measure of the biological effect of the 
plant material can be obtained, without the introduction of target cells (as in the 
description of the present application, p. 13, lines 7-9; and in dependent 



b) There is a contradiction between lines 3-5 and lines 15-16 of Claim 1. 
In particular, "a test extract" possessing "the or each property required for the 
standard", does not agree with "the totality of the compounds in the plant 
material". 

2) Similarly, the present application does not satisfy Article 6 PCT, 
because the subject-matter of independent Claim 9 is not sufficiently clear. 

There is a contradiction between lines 3-5 and lines 14-15 of Claim 9. In 
particular, "a test extract" possessing "the or each property required for the 
standard", does not agree with "the totality of the compounds in the plant 
material". 



Claim 6 ). 
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(57) Abstract 



A process for establishing a standard specification for a medicinal plant material comprises: (i) preparing a test solution or test extract 
of a sample of the medicinal plant material which is known to possess the or each property required for the standard; (ii) submitting the 
said solution or extract to two or more analytical methods including (a) a combination of NMR spectroscopy and a computer-based pattern 
recognition technique, and (b) one or more biological profiling techniques; (iii) obtaining results from the analytical methods used in step 
(ii); and (iv) establishing a standard specification for the said plant material on the basis of the results obtained in step (iii). Candidate 
samples of the medicinal plant material may subsequently be tested for compliance with the standard. They can be accepted or rejected 
depending on whether they give analytical results which fall within or outside either part or all of the specification established in step (iv). 
This approach to standardisation and quality control is particularly applicable to mixtures of medicinal plant materials. 
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This International Search Report consists of a total of 3 sheets. 

|")C| It is also accompanied by a copy of each prior art document cited in this report. 



1 . Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

I I the international search was carried out on the basis of a translation of the international application furnished to this 
1 — Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing : 



□ 
□ 
□ 
□ 
□ 

□ 

□ 
□ 



contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readble form. 

the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 

Certain claims were found unsearchable (See Box I). 
Unity of Invention Is lacking (see Box II). 



4. With regard to the title, 

| X | the text is approved as submitted by the applicant. 

| [ the text has been established by this Authority to read as follows: 



With regard to the abstract, 

fX~j the text is approved as submitted by the applicant. 

I I the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
I — ' within one month from the date of mailing of this international search report, submit comments to this Authority. 

The figure of the drawings to be published with the abstract is Figure No. 

| | as suggested by the applicant. [X] None of the figures. 

| | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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